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Box No. I Basis of the report 



1 Wrth regard to the language, this report is based on the international application in the language in which it was 
f iled, unless otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
whtoh is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1 (b)) 

□ publication of the international applicat.on (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 andfcr 55.3) 

report as "originally filed" and are not annexed to this report): 



Description, Pages 
1-16 



as originally filed 



Claims, Numbers 

5-32 
1-4 



as originally filed 

received on 21 .02.2005 with letter of 21 .02.2005 



Drawings, Sheets 



as originally filed 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify)' 

* If item 4 applies, some or all of these sheets may he marked "superseded." 
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Box No V Reasoned statement un der Article 35(2) with regard to novelty, inventive step or industrial 
applicability; cifations and explanations supporting such statement 



Statement 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Yes: Claims 
No: Claims 



Yes: 
No: 



Claims 
Claims 



Yes: Claims 
No: Claims 



7-29, 31,32 
1-6,28 

1-32 
1-32 



2. Citations and explanations (Rule 70.7): 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Reference is made to the following documents: 

Di : US-A-6 073 085 

D2: US-A-5 810 771 

D3 : EP-A-1 002 555 

D4: US-A-5 812 397 

D5: US-A-5 899 925 

D6: US-A-5 879 374 

The documents D5 and D6 were not cited in the international search report. 
1) Preliminary Observations: 

The amendments filed with the letter dated 21 . 02. 2005 introduces subject-matter which 
extends beyond the content of the application as filed, contrary to Article 34(2)(b) PCT. 
The amendments concerned are the following. 

Amended claim 1 recites that "each of the self-test means initiates its self-test routine 
autonomously". 

This statement has not been originally disclosed as such. 

Furthermore, amended claim i does not contain the original feature that "the self test 
being activated independently of operation of the medical device and not by a signal from 
a processor associated with said medical device" 

Prima facie the two statements are equivalent. This is however not the case, since it is not 
clear whether or not the amended feature ("each of the self-test means initiates its self-test 
routine autonomously") requires that each of the self-test means initiates its self-test 
routine without any activation by other means. 
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If the amended feature has to be merely interpreted that the self-test means initiates its 
self-test routine independently from each other and that therefore other means (cf. claims 
15-18 and 31) can activate the self-test routine, then the subject-matter of amended claim 
1 is also directed to a device wherein the self-test means initiates its self-test routine 
independently from each other but they are controlled by signals "from a processor 
associated with said medical device". 

This possibility was not originally disclosed. 

Furthermore, since amended claim 1 does not contain the original feature that "said 
medical device being arranged to send information concerning components of said 
medical device to an indicator which can show the status of the components when tested , 
the subject-matter of amended claim 1 is also directed to devices taking actions other than 
displaying information and there is therefore a broadening of the claim not supported by 
the original disclosure. 

2) Furthermore the above-mentioned addition of new subject-matter notwithstanding, the 
subject-matter of claim 1 is not new in the sense of Article 33(2) PCT, and therefore the 
criteria of Article 33(1) PCT are not met. 

D5 discloses a self test system for a medical device comprising a plurality 
of components. 

"Each of the various tested defibrillator components may itself contain circuitry (not shown) 
for testing and communicating component status to the CPU 1 6 and system monitor 1 2" 
(cf. col. 3, lines 60-63). 

"The testing circuit can also be conveniently powered separately from other components of 
the AED 10, resulting in energy savings. The system monitor 12 can then include its own 
separately dedicated power supply (not shown), which may be powered by the main 
battery 14 or by a separate dedicated battery (not shown)" (cf. col. 4, lines 13-19). 

Hence D5 discloses a system wherein each component has independent self-testing 
means' that can initiate self-test routines independently from each other: the disclosed 
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system falling therefore within the wording of claim 1 . 

It should be noted that the question whether or not all test routines are initiated centrally by 
the monitor 12 is irrelevant, since amended claim 1 includes (see paragraph 1 above) this 
possibility. 

However, although document D5 discloses (col. 3, lines 47-49) that the "system monitor 12 
generates test signals at various times and in response to specified events, such as 
power-on events, to initiate testing of defibrillator functions", this is just one of the possible 
embodiments. 

In a further embodiment D5 discloses that each "of the various tested defibrillator 
components may itself contain circuitry (not shown) for testing and communicating 
component status to the CPU 16 and system monitor 12. For example, the ECG circuit 24 
may include a signal generator for generating test ECG signals to test ECG amplifier and 
analog-to-digital converter functions, etc.". In this further embodiment therefore the test 
routines are initiated by the signal generators of testing units and not centrally by the 
monitor 12 . 

Furthermore, document D6 also discloses a system which falls within the wording of claim 
1 (cf. col. 3, lines 26-50, col. 5, lines 4-9). 

3) Since both D5 and D6 disclose systems that are powered independently from the CPU, 
also the subject-matter of claim 2 is not new. 

4) Furthermore, D6 discloses defibrillator status indicator 28 and that "the result of each 
self-test in each group affects the status is indicated on status indicator 28. This collection 
of self-testing subsystems may be added to or subtracted from". Hence, although not 
disclosed explicitly, the device comprises a summator to add the result of self-testing 
subsystems. Hence, in one embodiment the status indicator 28 acts as a summator and 
therefore the subject-matter of claims 3 and 4 is not new. 

5) The features of apparatus claims 5 and 6 and method claim 30 are also disclosed in D5 
and D6 and therefore the subject-matter of these claims is not new. 
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6) The additional features of claims 7-29, 31 and 32 are just some of several straight- 
forward possibilities (cf. D1-D4) from which the skilled person would select, in accordance 
with circumstances, without the exercise of inventive skill. Hence, the subject-matter of 
these claims does not involve an inventive step in the sense of Article 33(3) PCT and 
therefore the application does not meet the criteria of Article 33(1) PCT. 
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Claims 

1. A self test system for a medical device comprising a plurality of 
components each of which has a respective self-test means associated 
therewith capable of carrying out a self-test routine on the associated 
component, wherein each of said self-test means initiates its self-test routine 
autonomously with the results thereof being passed to a common processor. 

2. A self test system for a medical device according to daim 1, 
wherein the self test Is activated independently of operation of the medical 
device and not by a signal from the centralized processor associated with said 
medical device. 

3. A self test system for a medical device according to claim 1 or 
claim 2, wherein the self test system includes a summator which receives data 
from the one or more self test units about said components, the summator 
storing said data so that it can be transmitted to an Indicator either directly or via 
a processor which can access said data. 

4. A self test system for a medical device said medical device being 
arranged to transmit information concerning components of said medical device 
to an indicator which can show the status of the components when tested, 
characterised in that the self test system comprises one or more self test units 
which can self test one or more Individual components of the medical device and 
a summator which receives data from the one or more self test units about said 
components, the summator storing said data so that It can be transmitted to an 
indicator either directly or via a processor which can access said data. 
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